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Food and Drug Administration
Seattle District

Pacific Region

22201 23rd Drive SE

Bothell, WA 98021-4421

Telephone: 425-486-8788

FAX: 425-483-4996
April 24, 2001
VIA CERTIFIED MAIL

RETURN RECEIPT REQUESTED
In reply refer to Warning Letter SEA 01-48

Vinton J. Waldron, President
Waldron Smokehouse Specialties, Inc.
460 East Silverlake Road

Oak Harbor, Washington 98227

WARNING LETTER

Dear Mr. Waldron;

We inspected your firm located at 460 East Silverlake Road, Oak Harbor, Washington, on March
7 and 8, 2001, and found that you have serious deviations from Title 21 of the Code of Federal
Regulations (21 CFR) Part 123 - Fish and Fishery Products (Seafood HACCP regulations). A
FDA 483 form (copy enclosed) listing the deviations was presented to you at the conclusion of
the inspection. These deviations, some of which were previously brought to your attention,
cause your hot and cold smoked salmon to be in violation of Section 402(a)(4) of the Federal
Food, Drug, and Cosmetic Act (the Act). You can find this Act and the Seafood HACCP
regulations through links in FDA's homepage at www.fda.gov.

The deviations were as follows:

You must have a written HACCP plan to control any food safety hazards that are reasonably
likely to occur, to comply with 21 CFR 123.6 (b). Your firm does not have a HACCP plan for
cold smoked salmon and smoked salmon pate. In addition, you must follow the plan that you do
have, examples of your deviating from your HACCP plan are:
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e Your plan for smoked salmon lists a minimum curing time offff§hours. You are not following
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this part of your plan since you use different times depending on the variety of salmon being

processed.

X

recording graph at the smoking and curing critical control point to control the hazard of pathogen
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CFR 123.6 (b). Your firm did not follow the monitoring procedures of continuous monitoring by
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growth and Clostridium botulinum toxin formation listed in your HACCP plan for smoked
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verlapping cooks for several production runs.
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all applicable regulations.

&

You must implement the monitoring procedures listed in your HACCP plan, to comply with 21

salmon in that:
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We may take further action if you do not promj
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may take further action to seize your pro
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include in your response documentation suc
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Please respond in writing within three
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explain the reason for your d
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Please send your reply to the Food and Drug Administration, Attention: Bruce Williamson,
Compliance Officer, 22201 23" Drive SE, Bothell, Washington 98021. If you have questions
regarding any issue in this letter, please contact Mr. Williamson at (425) 483-4976.

Enclosures:
Form FDA 483

cc: WSDA with disclosure statement

Sincerely,

Charles M. Breen
District Director



